© 964 * FEASEFE 48 202544 A ¥yt . Drug Evaluation Research  Vol. 48 No. 4 April 2025

ET=[E FAERS #IEE)LEHE

K FE, AR
IWARKRZ=MEILEER: (PR JLEER) Z%E, IR HFE 250022

IR D IERVE RS S 12

H E: B ETEEAMNREBEERRAREFEIRAY (FAERS), ZBZME 0~18 % JLE IR F v 51 # i/
BRI AE B AT 5, I ARG T I R AN B R R i NSO b 32 2% . 753K i Open Vigil 2.1 844X FAERS %45 & 4T
ZHYRE I /N E A B S BE TSI, LA “thrombocytopenia” A E IR ARERATIE R, KA LLEIIRE L (PRR) Ak Hul
Ebi% (ROR) X 24 P ML/ ISR I RE e 7 A5 B AT HAR AT AIAL B o 25 R WA 1052 SR AR, 2 510 B4 R ZF 1 (ADE)
W KK E 435 FIEELIZGY, St ERIZE, AR 54 R 2GR /MRS REBEE RS S, Hod 36 R bR 2
Y. MEREZHAEDRFZEY (n=113). HXERAKR (n=67). ZRWLE (n=52). FIFERFE (»=51) AUKILIAE
(n=46). HPifliE (PRR=27.18, ROR=32.5). i SM©% (PRR=22.96, ROR=26.62). 7 Pif#iE (PRR=17.85, ROR=
19.94), FEFEH (PRR=16.79, ROR=18.63) SIfil/MRIF/D> KR LRI HER. LEie  T1H L2 245 IE M /MK
ADRERIZ5H E BEERETUMRE 2. ARG PRI 3 K3, SEI TR )L EE 25U M I /MR RE B4 S, W AR O
iR AT IR B S LA, FR8 % ADE,  3ETT A AR I PR F 25 XU -

KB UM MR RE ;s AN RS (F524E: JLE; 24 UEAYm

FESES: RT3 XEkFREIE: A NXERE: 1674 - 6376(2025)04 - 0964 - 07

DOI: 10.7501/j.issn.1674-6376.2025.04.018

Risk signal mining of drug induced thrombocytopenia in children based on
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Abstract: Objective To explore the risk assessment of drugs use in children aged 0—18 years induced thrombocytopenia in the
clinical, and provide a reference for judgment and treatment of clinical thrombocytopenia of unknown cause using the data of the US
Food and Drug Administration’s Adverse Event Reporting System (FAERS). Methods Drug induced thrombocytopenia data mining
was performed in FAERS database by OpenVigil 2.1 software, “thrombocytopenial” were used as the preferred terms for retrieval, and
the thrombocytopenia caused by antitumor and antiepileptic medicines was detected by proportional reporting ratio (PRR) and reported
ratio method (ROR). Results Based on predefined inclusion criteria, 2 510 ADE reports involving 435 suspected drugs were identified.
After data mining, 54 drugs generated positive risk signals for drug-induced thrombocytopenia, of which 36 were antitumors for systemic
use. The top reported drug was methotrexate (n=113), followed by valproic acid (n=65), doxorubicine (n=51), cytarabine (n=48) and
etoposide (n=44). Decitabine (PRR=27.18, ROR=32.5), thioguanine (PRR=22.96, ROR=26.62), gemcitabine (PRR=17.85,
ROR=19.94) and oxaliplatin (PRR=16.79, ROR=18.63) showed stronger associations with DIT than the remaining drugs. Conclusion
Through the mining and analysis of FAERS date, it was found that drugs causing thrombocytopenia in children include antitumor drugs,
nervous system drugs and antibacterial drugs. Pay attention to the characteristics of drug induced thrombocytopenia in children, identify and
compare the risks of related drugs, and continuously monitor the adverse events, so as to effectively reduce the risk of clinical drug use.
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Fig. 1 Flow diagram of drug identification in FAERS
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A-digestive tract and metabolism; B-blood and hematopoietic organs; C-
cardiovascular system; J-anti-infective drugs for systemic use; H-hormonal
drugs of non-sex hormones and insulin analogs; L-antineoplastic and immune

mechanism modifying drugs; M-musculoskeletal system; N-nervous system.

El3 & ATC 57z 8 R ER
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Table 3 Drugs associated with DIT based on FAERS

W) RAEBIEL 27 PRR(95%CI) ROR(95%CI)
FH 4 113 146.82 3.04 (2.52,3.67) 3.08 (2.553.73)
IR 67 245.41 5.63 (4.44,7.15) 2.80 (4.53,7.42)
ZRWE 52 171.14 5.23 (3.99,6.85) 5.37 (4.06,7.10)
R b e 51 189.98 5.70 (4.34,7.48) 5.87 (4.42,7.78)
SRRIER=q 46 137.09 4.90 (3.67,6.53) 5.02 (3.73,6.75)
R4 44 106.46 4.29 (3.20,5.76) 4.38 (3.24,5.92)
Zolgensma 43 484.06 13.6 (10.19,18.15) 14.75 (10.77,20.20)
HhZEK A 41 66.17 3.39 (2.54.61) 3.45 (252,471
Tisagenlecleucel 40 524.34 15.54 (11.54,20.91) 17.07 (12.29,23.7)
2NN 40 60.17 3.27 (2.4, ,446) 3.32 (2.42,4.55)
AN 37 113.21 4.99 (3.63,6.87) 5.12 (3.68,7.12)
KB 34 72.49 3.98 (2.85,5.57) 4.06 (2.88,5.72)
B 5 iz 33 225.49 9.01 (6.45,12.58) 9.48 (6.66,13.5)
2% W i 28 258.56 11.57 (8.08,16.57) 12.38 (8.41,18.22)
i 26 101.25 5.93 (4.06,8.66) 6.12 (4.13,9.07)
e 24 65.75 4.69 (3.15,6.97) 4.80 (3.19,7.21)
2-TH AL RN 24 40.64 3.52 (2.36,5.24) 3.57 (2.38,5.37)
LA 24 270.55 13.76(9.37,20.22) 14.95(9.82,22.76)
k=X N 23 267.04 14.14 (9.55,20.93) 15.40 (10.02,23.66)
i P AR 20 300.90 17.85(11.78,27.03) 19.94(12.51,31.79)
KU R AN 20 98.53 7.10 (4.61,10.91 7.38(4.70,11.57)
MR BR T 16 35.54 4.18(2.57,6.79) 4.26(2.59,7.01)
FEBR 16 139.55 11.27(7.01,18.1) 12.04(7.23,20.04)
S 786 A 15 26.39 3.66(2.22,6.04) 3.72(2.23,6.22)
Hh 6 AtV 14 327.61 27.18(16.83,43.90) 32.50(18.27,57.80)
ERER A 13 54.95 6.48(3.80,11.05) 6.71(3.85,11.70)
FABE 13 134.41 13.17(7.81,22.20) 14.25(8.07,25.17)
FIAEF 13 39.51 5.15(3.02,8.81) 5.29(3.04,9.21)
(Y 12 50.82 6.53(3.74,11.37) 6.76(3.79,12.06)
W o7 P PRy A e 2L 3 11 45.99 6.51(3.64,11.62) 6.74(3.68,12.35)
ER i 11 40.84 5.98(3.34,10.69) 6.17(3.38,11.28)
% 11 33.63 5.24(2.92,9.38) 5.38(2.95,9.82)
FhidEe 10 80.20 10.87(5.97,19.80) 11.59(6.09,22.04)
Baiib(sL s 10 39.16 6.26(3.40,11.51) 6.47(3.44,12.19)
RRAKAL 10 30.85 5.31(2.88,9.78) 5.46(2.90,10.26)
FRIENR 9 101.26 14.62(7.83,27.29) 15.98(8.05,31.75)
FABER 9 35.03 6.29(3.31,11.95) 6.51(3.34,12.69)
FIRMENE 9 81.60 12.16(6.48,22.82) 13.08(6.62,25.83)
[EEWi I§=3 8 35.65 7.03(3.56,13.85) 7.30(3.59,14.85)
FERE AT 7 37.54 8.21(3.99,16.91) 8.60(4.02,18.41)
BRI 7 89.07 16.79(8.32,33.89) 18.63(8.51,40.81)
IR 7 75.92 14.61(7.20,29.64) 15.97(7.34,34.77)
T L M 4y 7 126.33 22.96(11.55,45.64) 26.62(11.95,59.31)
FEEE 6 29.70 7.9(3.62,17.26) 8.26(3.63,18.78)
G E 6 13.81 4.66(2.11,10.25) 4.76(2.11,10.74)
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&L ARG 27 PRR(95%CI) ROR(95%CI)
kI 6 31.03 8.17(3.74,17.83) 8.55(3.76,19.46)
FH S K e 6 25.93 7.14(3.26,15.62) 7.43(3.27,16.85)
EiZ T 6 20.26 5.99(2.73,13.14) 6.18(2.73,13.98)
W 5 25.23 8.28(3.52,19.45) 8.67(3.52,21.35)
EY AL 5 41.61 12.35(5.32,28.70) 13.30(5.34,33.15)

Hi&T 5 19.60 6.86(2.91,16.19) 7.12(2.91,17.47)
HinE e 5 47.63 13.84(5.98,32.03) 15.06(6.01,37.70)
B PR T 5 38.72 11.64(5.0,27.09) 12.47(5.01,31.00)
PRI 5 15.65 5.86(2.48,13.87) 6.04(2.47,14.78)
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